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Steve:
I want to wish everybody a good morning, and welcome to a SPRINT Cyberseminar today, entitled Making Suicide Prevention Research Data More Usable: Plans for the Suicide Prevention Trials Database. 


We have several presenters today, Stephanie Veazie, who is Lead Investigator of the Suicide Prevention Trials Database, also at VA Portland Healthcare System; Dr. Lauren Denneson, a Co-principal Investigator of the Suicide Prevention Trials Database at VA Portland Healthcare System. 


We have Maya O'Neil, who is Co-principal Investigator for the Suicide Prevention Trials Database, and at the Portland VA; and Dr. Jessica Hamblen, site Principal Investigator for the SPTD – I'll use that acronym – also, Deputy Director of Education for the National Center for PTSD. 


And finally, we will have a discussion, Dr. Joe Constans, who is Senior Program Manager for Suicide Prevention Research of the Office of Research and Development, and I'll turn things over to Joe for a few minutes.

Joe Constans:
Thank you very much and and again, welcome, everybody. We're very, it's good that you're joining us with this discussion about the Suicide Prevention Trials Database. If I could just have the next slide, please.


We view this Suicide Prevention Trials Database as a very important resource that's going to be used to grow our Suicide Prevention research portfolio within ORD, which you can see in this table. This shows our Suicide Prevention research funding from 2014 through 2020, through the different divisions, including PLR&D [PH], OR&D, Health Services Research, Cooperative Services, and Clinical Science. 


But what you see mostly is that the the majority of current funding is with HSR&D, as as we might expect, but we'd also like to grow more significantly, the clinical science projects. And we see this resource as an important part of growing that portfolio. Next step, the next slide, please. 


This was, what I just showed you was an analysis conducted by an external group. And again, it wasn't just criticisms, they said, "We are in a very good and strong, unique position to grow Suicide Prevention Research," Much of this, this has already been established through SPRINT, it's creating stronger collaboration across the whole VA research enterprise. 


We have very, the highest ranked researchers are publishing with VA affiliations, and we have high levels of interconnectedness across the field of suicide prevention. And we're really looking to, sort of, leverage these resources further by creating an infrastructure that will help investigators pursue suicide prevention research projects. 


And there's two initiatives, the initiative that we're going to hear today about the Suicide Prevention Trials Database. It's an important part of this infrastructure development. And the second that I just wanted to point out quickly is that we're, we intend to to support in 2023, a Suicide Prevention research clinical Resources Center. 


And that RFA was released just this January, where we had a webinar for that yesterday. But these two initiatives, again, are designed to help develop an infrastructure to support the field in in growing a suicide prevention portfolio. 


And, thank you, team for allowing me a few words at that, at the outset. I'm going to turn it over to Stephanie.

Stephanie Veazie:
That's great. Yeah so I'm gonna walk us through the Suicide Prevention Trials Database, our background methods, and, sort of, what we have planned for these first couple of years. So first, I want to just go over some really high level background. 


So as many of you know, suicide prevention is a high priority research topic both within and outside the VA. So suicide continues to be a leading cause of death in the United States. And Veterans are one and a half times as likely to die by suicide as non-Veterans. 


And so as a result over the last few decades, there have been a lot of approaches evaluated for their potential to prevent suicide and suicide self-directed violence. So for example, in clinical settings, researchers have looked at the effect of behavioral interventions such as Cognitive Behavioral Therapy, Dialectical Behavioral Therapy, and other things like problem solving therapies. 


In addition, in in clinical settings, researchers have looked at pharmacological interventions, so things like ketamine and lithium. And then researchers have also started to look at broader public health-oriented suicide prevention approaches, so things like means restriction, which would include firearm safety, and bridge barriers; and also, things like crisis hotlines, gatekeeper trainings, and media campaigns. 


So you can see from this list that there's just a huge range of interventions that are targeting suicide prevention, and targeting different populations, and settings. So as a result, it has been really challenging to catalogue all of the suicide prevention approaches in one place. And it's challenging to keep a catalogue like that up-to-date with newly published research. 


So efforts so far to synthesize this extensive literature have included things like systematic reviews, clinical practice guidelines, and things like clinical trial registries. But most of these have focused on either a single intervention, or a small group of interventions, and they're not really set up in a way that allows stakeholders to access information really quickly, relevant to their questions.


So the goal of the SPTD project is to improve upon what's, what's available in individual systematic reviews and become, sort of, a hub for data on suicide prevention approaches that have been evaluated in published studies. So some limitations of prior systematic reviews are described in this left-hand column here. 


So because of the time and effort required to complete a systematic review, most are not updated on a regular basis. Along those same lines, most systematic reviews have a pretty narrow scope, and a limited number of data elements that are extracted. And this is really on purpose to allow viewers to produce a meaningful synthesis on a a really specific research question, but it means that it's difficult for users to get detailed data on a broad range of interventions in one place. 


Another limitation of of previous reviews is that detailed studied-level data are either not available to users, or they're not presented in a format that's very user friendly. So on the right-hand column here, we have some of the the ways we're we're trying to address some of these limitations with the SPTD project. 


So the SPTD database will be updated on a regular basis, we have really broad inclusion criteria in terms of the types of studies, and in populations, and interventions that we're including. And then we're also going to be extracting really detailed data elements into the database. 


So you'll see here, we have over 300 data elements that we're going to be extracting from individual studies into the database. And then these data are going to be publicly available, and our our aim is to make this as user friendly as possible to make it really easy for different stakeholders to access the database, and find answers to their questions. 


So I just want to touch on, sort of, the difference between clinical trials registries versus databases. So in in recent years, there has been a growing interest in developing clinical trial databases on high priority research topics. So they're distinct from registries because trial registries are, are things like clinicaltrials dot gov. And they're really used by researchers to report information on their planned and ongoing studies. 


But registries really rely on individual researchers to fill in information on their studies so data can be sometimes less detailed than, than a user might need for their research question. And sometimes information can be reported inconsistently across studies. 


So study databases, on the other hand, are really designed to house study-level information in a standardized format across studies, that allows researchers to pull data to answer their questions. 


So one example that's pretty well-known of a clinical trial database is the depression treatment database developed by Dr. Cuijpers and colleagues. So as of 2019, this database houses data for over 600 randomized controlled trials. 


And then another example is the FITBIR or the Federal Interagency Traumatic Brain Injury Research database, which houses individual participant-level data on a range of different kinds of traumatic brain injury studies, including trials, longitudinal studies, and cross sectional studies. 


And then a final example is the PTSD-Repository. And this is the database that houses data on treatments for PTSD, and was developed as part of a collaboration between the Agency for Healthcare Research and Quality, and the EPC Program, and the VA National Center for PTSD. 


And so two of our investigators at SPTD, Dr. O’Neil and Dr. Hamblen were really instrumental in developing and launching the PTSD-Repository. And and the PTSD-Repository really serves as an exemplar for our projects. So I'm going to kick things over to them to talk a little bit about their work on PTSD-Repository, and house, how it serves as the example for SPTD.

Maya O'Neil:
Sounds good, thanks, Steph. So yeah, as as Stephanie was saying, we're, just to show where we're headed with the SPTD project, we're going to tell you a little bit about the model, which was the PTSD-Repository. Which was very helpful, it, kind of, got us started, we knew a lot of the kinks that we needed to work out. 


And I think Lauren has just put information on the PTSD-Repository, you can click right on that link if you want to take a look with that. So the PTSD-Repository it, it's a web-based database of all the RCTs of PTSD, and PTSD, substance use interventions for adults. It's in its third phase of work so that means it's about four years ahead of the SPTD in terms of its development. 


And as Steph said, it's been funded through an interagency agreement from the National Center for PTSD to ARC's Evidence-based Practice Center program. And my team at OHU's Pacific Northwest Evidence-based Practice Center has led these projects to develop the evidence tables that serve as the basis for the PTSD-Repository. 


So it currently has over 400 included trials published from 1988 to 2021. And we abstract around 400 variables for the studies in a standardized manner. We started with abstracting all major study participant and intervention characteristics, as well as really extensive PTSD outcome data; and in recent phases, kind of, like, what we're going to do with the SPTD, which you'll hear about shortly. 


We've updated the risk-of-bias assessment. In fact, we're we're updating that, kind of, again. We added risk-of-bias, now we're updating it to Cochrane's 2.0 risk-of-bias. And we're including a lot more, detailed information on standardized effect sizes for PTSD outcomes so that people can more quickly combine, and compare across the different studies. 


So at this point, I'm going to turn it over to Jessica Hamblen, who's, as you heard, the Deputy for Education at the National Center for PTSD. And she's the one who really leads the development and dissemination of the PTSD-Repository, which is why we're really lucky to have her on this project as well as a Site PI for SPTD. So Jessica, over to you.

Jessica Hamblen:
Yeah, thanks, Maya. So I just want to talk a little bit about, sort of, how we're using the repository now because that will give you a little, kind of, look into the future for, I think, what will be available for the, for the Suicide Database. And I won't spend as much time at all talking about the rationale because, really, the rationale for us was, was the same. 


So we've thought about it as being able to to use the database, or the repository in these, kind of, three main ways. And so the first one is viewing data stories. So we have the capacity of, kind of, summarizing, and synthesizing the data ourselves, and and writing a story about that, that tells people, that, kind of, rolls information up. 


So we can tell people who has been studied, or we can tell people what treatments have been studied, or whether the trauma-focused treatments? We wrote a story on PTSD and SUD, it actually even one on how risk-of-bias is assessed, and what we know about risk-of-bias. 


So that's a really easy way for us to highlight some of the things, the main things that we think the repository can share, and share it in a very ease of, a very easy way. For people who are more comfortable, kind of, touching the data themselves, they can filter the data. So if there's something that they want to know, they can go in, pull out a data set, and create a visualization off this platform to get some kind of a summary question. 


So if they wanted to look at dropout rates in trauma-focused versus non-trauma-focused treatments, that they can go in, and do that themselves. And then the third way is just downloading the data. So all of this data that Stephanie has been talking about it, right, and that we have, it's all coded, it's all abstracted. 


And you can start your systematic review, kind of, from a place of of, actually, having all of the data in hand. And then maybe there's something else that's not there that you have to go back and code, but hopefully almost everything you want is right there. And the, for us, the platform that we're using has a lot of supporting documentation that makes it easier.


And we're, actually, currently working on a, kind of, a walk-through video that will show people how to use it. And we also have the ability to crosswalk the PTSD-Repository with PTSDpubs, which is our database of the abstracted published literature on traumatic stress. So we're trying to integrate those two products as much as possible. 

Stephanie Veazie:
Thanks, okay, well, I'll I'll build on what Dr. O’Neil and Dr. Hamblen just discussed by talking to you a little bit more about how PTSD-Repository and other, kinds of, clinical trial databases can be used just to give you a sense of how SPTD could be used. So this graphic just provides a couple of examples of how we anticipate this could be used. 


So first, we think that databases like these can help assess research gaps, and inform future research needs. So essentially, we're combining all the available trial data into one location, which should make it really easy for researchers to find information, and then sort, and filter data. To to figure out, like, what's been studied, what hasn't been studied, which can inform future research development. 


And then a second potential use of clinical trial databases is to improve the speed and quality of new systematic reviews. So as many of you know, it's really time consuming to review articles for inclusion and extract detailed data required for evidence synthesis. 


So if a systematic review team, for example, is interested in conducting a review on a suicide prevention topic, they can look at the database, and see if their question falls within the purview of what's, what's included. And then they can review, like, the the short list of articles that are included in the database rather than looking through all the medical literature to see what's been published. 


And then they can also access the data that's already been extracted and, sort of, have a a head start on pulling information to use in their evidence synthesis. So the hope is that this will help speed up the time frame for conducting reviews, and and hopefully reduce duplicative efforts across review teams in doing article review, and data extraction. 


And then a third use of of clinical trial databases is to inform clinical practice guidelines. So the development of a new clinical practice guideline is really a large undertaking, and and they need to be updated to incorporate newly published evidence as it's available. And so these kinds of databases can help by continually reviewing the the published literature and, sort of, updating the database when new things are published to make that really easy to access. 


And then in terms of these last couple of examples, I'm going to kick things back over to Dr. Hamblen to talk a little bit about how databases can be used to to address patient and media inquiries.

Jessica Hamblen:
Thanks again, Stephanie. So I actually spent this morning trying to think about what are the, kind of, most recent ways we've, we've used the database? And and, and was delighted to come up with examples that actually were quite recent and, and ways that we've been able to really, kind of, capitalize on, on information. 


So one, I just had a paper accepted for publication, which was great, that used the PTSD-Repository to identify studies of, on specific first-line treatments that are recommended in the clinical practice guideline. And we were looking at the proportion of people who lost their diagnosis. And so we were able to use the repository to identify all the RCTs that we should look at.


We could use the repository to look at how many lost their diagnosis. We could use the repository to describe the study samples, right. And and we actually didn't use the repository to look at risk-of-bias because that wasn't quite done when, when I was writing the paper. But we could do that now. 


So so that's, that's one example. I had a colleague this week ask me to show her how to use the repository to pull randomized control trials that looked at severe mental illness because she wanted to write a systematic review. We get questions from Congress, sadly, very frequently, and they're things, like, why isn't the VA doing more hyperbaric oxygen treatment for Veterans with PTSD? 


And you can go to the repository and say, "What _____ [00:19:55]?" Because there are no RCTs showing hyperbaric oxygen works in purely PTSD samples. And so that carries a lot, that carries a lot of weight. So we have the Clinical Practice Guideline that says it's not a recommended treatment, but that, that gets out of date very quickly. So you can go to the repository for that, sort of, annual, that annual update. 


We had a postdoc use it recently to look at and identify a gap in the literature that they wanted to focus on. So saying that very few studies include information on gender identity, and so they could use that as a, kind of rationale for the importance of of doing that. 
And then finally, we do use the repository all the time to answer questions that come into our PTSD consultation program where anybody who is treating a Veteran can contact the consultation program, and ask them a question. 


And our consultants always want to make sure that they are responding with the most up-to-date information. So they always go to the literature to see, kind of, what's been done. And they can go to the PTSD-Repository, and see, and and, kind of, pull in, and and summarize very quickly the number of studies that, on a particular topic. So those are just a couple of ways, Stephanie, recently, that we've used it.

Stephanie Veazie:
Thanks okay, it sounds great. So I'll, I'll continue in that that thought of, sort of, how the SPTD could be used in in those sorts of ways to address individual stakeholder questions. So here's a a list of questions. They're just examples of how the SPTD could be used. 


So for this first example, users could use the database to identify studies of brief interventions following a suicide attempt, and then look at the extracted outcome data to determine how effective these interventions are at preventing recurrent attempts. So this is a pretty straightforward effectiveness question that the SPTD could, could help answer. 


And then this, the second example here is an example of how users can use the database to find out what what kinds of populations have been included in RCTs on suicide prevention? So we're going to be pulling really detailed information on study's sample characteristics, including things like gender, race, ethnicity, age, as well as mental health conditions at baseline. 


So users can look at this information and be able to look across studies to to see, for example, the proportion of participants in RCTs that are men versus women. Or how many studies have examined suicide prevention in older adults? Or things, like, what interventions have been examined for people that have specific mental health conditions such as depression? 


And then a third example here is users can use the database to determine which outcome measurement tools have been used to assess suicide prevention approaches. For example, you could look across studies, and and tally up the number of studies that use the Beck Scale for Suicide Ideation versus another tool for measuring suicide ideation. 


And then a last example here is showcasing how we're going to be pulling data on all follow-up outcomes. So users can use the database to identify studies that have been evaluated for long-term impact; for example, one or two years after an intervention to see what, what types of interventions have been studied long-term? 


Okay and I I want to give folks a sense of, sort of, our timeline. And as Dr. O'Neil mentioned, we're, we're, sort of, at the beginning of our timeline here with this project. So we're a four-year project spread over five calendar years. And we're currently in Phase 1 so we're in the development phase where we're working on creating the database scope. 


And then we're searching for and extracting data from an initial set of around 100 to under 150 studies. And then towards the end of 2021, we're going to be working on standing up the database online, and and making that extracted data available to users. 


And we're going to be talking a lot about Phase 1, and Phase 1 scope later in our presentation. And then starting in Phase 2, we're going to be expanding the project. So we'll plan to expand the the database's scope, to include up to an additional 100 studies that weren't included in Phase 1. 


And then we're also going to be assessing the risk-of-bias of included studies, and including that really detailed information on risk-of-bias in the database itself. And then Phase 3, which we're going to be starting in around 2024, we’re going to be in the maintenance phase of our project. 


So we'll, we'll work on disseminating key findings from our initial two phases, and then also, working on developing a maintenance plan, long-term for the database. So it's essentially finding a long-term home for the database to live and developing a plan to keep the database up-to-date with newly published studies. 


Okay so for Phase 1, this is our guiding question that we're focusing on. So we're interested in what are the characteristics of randomized controlled trials that examine individual relationship system, community, and population level suicide prevention intervention? So we're organizing these characteristics according to the PICOTS framework, which is typically used for our systematic reviews. 


So we're interested in the population intervention, comparators, outcomes, the timing, settings, and study design. And we're also using the social, ecological model in our understanding of suicide prevention approaches. And so that's why we're really emphasizing in our central question that we're interested in suicide prevention efforts on these different levels. 


Alright, so this graphic gives you a sense of our Phase 1 scope organized by our PICOTS over on the left-hand column. So in terms of population, in Phase 1, we're really focused on adults, so people 18 years and older. We're going to be including studies that target that group. 


And we're going to be excluding studies that are conducted in children and adolescents. In terms of interventions, we're really focused on studies whose primary aim is preventing suicide or suicide ideation. So we, we're really operationalizing this as a study has to really, clearly indicate that the goal was to prevent suicide. 


So we're, we're not including studies that, for example, target PTSD, and they just happen to to measure suicide outcome. We're not interested in those kinds of studies, we're really, only interested on the ones that target, and really intend to look at suicide prevention. In terms of comparators, we're interested in anything. 


So we would include a a study that compared an intervention to another type of intervention, or usual care, or even no intervention or or a waitlist, or a placebo, we would include. In terms of outcomes, we are only including studies that report on some kind of suicide behavior outcome. So it would have to report either completed suicides, suicide attempts; or potentially, things like self-harm if self-harm included suicide attempts. 


So we're really focusing on on that behavior piece for this first phase. But then, among those studies that that measure some kind of suicide behavior outcome, we're going to be, also extracting information on a few other outcomes. So we will extract information on suicide ideation. 


And then we're also going to be looking at harms or adverse events. And then in terms of timing, we're interested in any study duration and, like, the follow-up. And then in terms of study design, we're focused on randomized controlled trials where the individual is the unit of randomization. 


So we're going to be excluding cluster randomized controlled trials in this first phase. And then we're also going to be excluding other kinds of non-randomized trials or observational studies in in this Phase 1. And then in terms of publication language, we're only interested in English language articles, and then also only including articles that have been published from 1980, to present. 


So one key aspect of our methods is that we have a technical expert panel, or TEP; so our, our TEP is a multidisciplinary panel of methodological and content experts that are going to be providing regular input on key aspects of the development of the database. So we listed our our TEP members here. We have been meeting with our TEP at least twice a year to discuss the scope and direction of our project. 


And so far our, our TEP has advised us on things like article inclusion, and exclusion criteria, and also provided input on draft versions of our data dictionary, including providing some clarity and, sort of, feedback on how we're defining certain data variables. And then our TEP has also provided input on key studies to include as well as recent reviews that we should take a look at to find references of potentially eligible studies. 


So this just gives you an overview of our search. So to find potentially eligible articles for inclusion into the database, we've been searching the reference lists of several recently conducted comprehensive systematic reviews on suicide prevention. 


So in particular, we've relied on two comprehensive reviews conducted by Mann & colleagues; and the the citation is at the bottom of this slide in case you're interested. So the original review was conducted in 2005, and then the author team updated their search, and and published a new article in 2021, that covered studies published up to December 2019. 


And then we also reviewed references, reference lists from a few other, really comprehensive reviews, as well as the 2019 VA DoD Clinical Practice Guideline on suicide prevention. And then we've supplemented our search of reference lists with a search of several medical reference databases. So that search was conducted from 2020 to 2021, and we looked at databases such as Ovid MEDLINE, and CENTRAL, and PsychINFO. 


So this slide just gives you an overview of our methods. So one of the strengths of our project is that two or more team members is going to be reviewing each abstract in each full text article for a potential inclusion. And then we're also going to have dual review of abstracted data, including having a senior SPTD team member review each article, each extracted article for accuracy, and completeness. 


So we've, we've just wrapped up our, sort of, first round of Phase 1 study selection. So this is our flow diagram to give you a sense of the number of articles we've reviewed, and what we found. So at the very bottom of the diagram, we indicate that we're including 163 articles that represent 144 unique studies. 


And so those numbers are a little different because sometimes researchers will publish multiple articles on the same study. So for example, they might publish an article on six-month outcomes, and then follow that up with another article on 12-month outcomes, so we're considering those separate articles of the same study. 


And so we've, we've put together this list of articles that we've included, and then we've actually posted this to our website. So this is the link to our website, if you're interested in taking a look. So you can, you can also Google VA, and then space, and then SPTD, and we should be the first thing that comes up. 


So we wanted to make this list available and in case folks are interested in taking a look. And if if you are aware of an article that you may have missed, we're also really happy to review that, and and review it against our inclusion criteria. 


So feel free to check out our website, we we made it available, this list available as a a Word doc, an Excel doc, and a Ris file. So in case you like to be able to upload these citations into Zotero or EndNote, you can do that using the files that we have on our website.


Alright, so I want to just go over at a really high level, the the types of data that we're going to be extracting into the database. So this is by no means a comprehensive overview of everything that we're going to be extracting, but just to give you a taste of of what you can expect to see in SPTD. 


Now, I'll just mention that we're going to be including, like, different types of data. So we'll, we'll have data that are categorical; so we'll have some data elements where we'll categorize each study into one of several categories. 


And then we'll also have numerical data, so things like mean age will, will be extracted as a number across studies. And then we're also going to have, sort of, qualitative descriptions of data, that's going to be more like free text response. And that will be, like, short descriptions of the setting or intervention. So we'll have a a variety of different data types available in the database. 


So to start out, I'll I'll talk a little bit about study characteristics. So we'll include things like study site type. So this is an example of a categorical data variable, so we'll categorize each study according to whether it was conducted at the VA, at the DoD, or civilian set site type. 


And hopefully, that will be really useful for folks if they want to, sort of, filter data, and just find studies that have been conducted in VA. That should be the category and the the data element to to take a look at for that question. 


And then we're also going to be including, sort of, this qualitative setting description, and data variable. So if you're looking, for example, for interventions that had been researched in inpatient or primary care settings, let's say, that's the, kind of, thing that you could look into the the setting description variable to find. 


And then we're also going to be including information on the study design such as whether it's a parallel or a cross, a crossover RCT, as well as the study class. I'm not going to go into too much detail on the study class, except to say that this is, sort of, how we're indicating the goal of the intervention. So for example, if the goal is to improve a patient's health, that would be coded as a individual level study. 


In terms of suicide risk, we're also going to be capturing a few different variables related to that. So we're going to have a categorical data variable related to suicide risks. And we'll, we'll put each study into one of these categories of indicated, selected, universal, and other. 


And I, I'm happy if folks have questions on this, feel free to reach out. But we'll be really clear on, sort of, how we're defining each of these variables. And and so we'll also include some guidance in the the final database to make it clear how we're, how we categorize studies according to those levels. 


And then we'll also have this, sort of, qualitative suicide risk, inclusion/ exclusion criteria description. And so that's where we'll put information on how the study characterize their suicide risk inclusion/ exclusion criteria. So for example, if they were required that participants meet a certain threshold on a suicide risk screening scale, that will have information on that in the database. 


So in terms of participant characteristics, we're going to be collecting a lot of the, sort of, traditional characteristics such as age, gender, race, ethnicity. And then we're also going to be capturing characteristics that are really relevant to VA populations; so for example, the percent who are reintegrating Veterans. 


And then we're also going to capture characteristics such as the percent of participants who are homeless, as well as the percent who have certain kinds of mental health conditions. So we have a list here, but a couple of examples are the percent who have PTSD, or depression, or a traumatic brain injury, all of that will be captured in the database. 


And then in terms of intervention characteristics, we're going to be capturing the number that have been randomized to each intervention as well as some information on the intervention itself. So the name of the intervention, the category of the intervention, which Dr. Denneson is going to cover that next slide, and then also a description of the intervention. 


And then we'll also include information on dose and dose schedule, so what was the unit of the intervention? What was, for a pharmacological intervention, how much was administered? And then how frequently was it administered and for how long?


So I'm going to kick things over to Dr. Denneson to talk a little bit about our intervention categories.

Lauren Denneson:
Thanks, Steph. Yeah so this slide this shows the intervention categories that we're using, and a few examples of interventions that would go in each category to help users, sort of, know, hopefully, a little bit more about how, where to find the interventions that they're looking for. 


And creating this set of interventions is actually a little bit more challenging than expected, it was an iterative process where we started out looking at different intervention and categorization schemes that are out there, and prevention framework, such as those produced by the CDC. 


And we also incorporated information from the VA DoD's Clinical Practice Guidelines. And then we, kind of, looked at, like, what are studies that are being or intervention types that are being studied in suicide prevention? And we, kind of, thought about, like, what are the, what's the end user going to likely want to look for or search by? 


And in suicide prevention that, sort of, got us some, some more specific things such as, like, risk management versus, like, risk identification, and things like that. And we also are allowing interventions to be categorized in multiple categories because we know in suicide prevention field sometimes people will put multiple things together.

Stephanie Veazie:
Great, thank you, right, so just to wrap up our discussion on data extraction, I wanted to highlight a couple of the pieces of information or, like, extracting on outcomes. So we're going to be pulling data on both suicidal self-directed violence and suicide ideation outcomes. So that will include things like the specific measurement tool that was used as well as the the numerical values for within, and between-group differences, as well as effect size, and risk-related change. 


And then we're also going to be extracting details on the statistical analyses that were performed, and methods for handling missing data, and then what variables were adjusted for it in the primary analysis? 


And then in terms of other kinds of mental health outcomes, we're going to be coding studies in terms of whether or not they measured these other outcomes? So we'll indicate either 'yes,' or 'no,' for whether a study measured depression, anxiety, PTSD, and then some of these other outcomes that we list here. 


And then in terms of harms, we're going to be recording the percent who experienced a serious adverse event as well as the percent who withdrew from the study due to a a serious adverse event in each arm of the study. And then we're also going to include qualitative information on what those events were. Although that depends on if the study reports that information, we'll collect it. 


Okay and I'm going to hand things back over to Dr. Denneson to talk a bit about some of the challenges that we've encountered, and we're expecting to encounter with this work.

Lauren Denneson:
Yeah so there's been several challenges that we both anticipated and didn't anticipate that we've been experiencing over the course of article selection, and our data extraction phases of the project. Some of which you would expect in any, sort of, trial database that you're putting together, some are just unique to the nature of suicide prevention research. 


So this slide has some examples of things that we've been encountering. Steph mentioned earlier, a little bit about how there is a lot of research out there that reports suicide deaths as adverse events. But we really want to only include studies in this database that target suicide prevention. 


So we really are excluding studies that are targeting depression or PTSD, that might report deaths as an adverse event. And sometimes it's clear, like, that a study is targeting suicide prevention; sometimes it's not so clear. And when it's not so clear, we have to do a little bit of additional digging to see what the the actual intention was. 


And then as I, kind of, mentioned briefly before, some studies combine various intervention approaches together. And some studies will look at very specific components of intervention, instead of, like, the entire intervention, so, like, just one part of DBT, or something like that. 


And so it does make it, kind of, a challenge to categorize studies in these intervention categories, which is why we, kind of, lean towards slightly broader categories versus naming specific modalities. Which, I think, it's, kind of, more how PTSD-Repository approach their categorization scheme. 


And then also, we have a, suicide is a low base rate outcome, which is a good thing. But sometimes studies will report one or two suicide deaths or attempts across an entire study. And sometimes we get outcomes that are reported as, like, a sentence, like, "No suicide attempts were reported in either group." 


And so this has resulted in conversations in our group about what the minimum amount of data reported is needed to be included. Is it just some quantifiable number? Or is it in both? Or do we need enough to calculate an effect size? 


So that's, kind of, been a challenge, and some things that we've been working through as a group. And then finally, there's a lot of different ways that investigators choose to report suicide outcomes. And you'd, you think this wouldn't be such a challenge but we found a lot of different variation here where that it's the standard, sort of, total events over a study time period, or like, time to suicide events. 


But then there are people who are reporting events within various discrete time frames within the study period. And so sometimes, the reporting isn't so clear and we, kind of, have to, like, do some deciphering to, sort of, fit them into the discrete categories that we've defined to, kind of, be able to compare apples to apples when we're done without having this, like, really wide data set. 


Yeah so those are all just some examples of some variations and and prevention literature that has, kind of, made this a little bit of a challenge. 

Stephanie Veazie:
Great, thank you. Alright, so just to wrap up our discussion of data extraction, this is our link to our website, again. We've also posted our draft data dictionary. So if folks are interested in seeing the full list of over 300 data elements that we're planning to extract from studies, you are more than welcome to check that out on our website. 


So we made this as a Excel file and a Word document just in case folks want to be able to sort things or search for things. So feel free to check that out. 


So a couple of upcoming dates; and then, I know, we want to make sure we have some some time for questions. So we're expecting to finish our extraction of data of Phase 1 studies later this year. So we'll plan to make this information available on the SPTD website as Excel sheets so folks can have access to that data then. 


And then in March of 2023, we're planning to put together a report of our Phase 1 findings where we'll describe the PICOTS of included studies, for example, and we'll put that on our SPTD website, too. So just a couple of dates to look forward to when we'll, we'll have some information to share. 


And then I just want to wrap up by giving a big thank you to our funder, CSR&D, for for funding this project. And also a big thank you to our project and operations partners, including SPRINT as well as the VA Office of Mental Health and Suicide Prevention. And also, I'd like to extend a big thank you to our SPTD team for all of their many contributions to this project. 


So this is our contact information of of all of our presenters today. So feel free to reach out to us if you have any questions, we're more than happy to to chat about the project and and share information that we have. And I believe we have about 13 minutes for questions. 

Maya O’Neil:
Great, thanks so much, Steph. We have had a few questions come in so I'm going to read through some of those, and and throw them out to folks, but feel free, folks, to jump in with some more questions in the Q&A. We receive those as panelists, and then I'm going to try to, sort of, send them to to different presenters or or address them myself if I'm the right person to answer them. 


So a couple of interesting things came up, we've had a few questions about the kind of software that we use for data abstraction. Clearly, there are some folks who have done this kind of work before, and had some, some really nuanced, interesting questions about the kinds of software. And and particularly, if we've considered using any, sort of, automated software to aid in the initial data extraction? 


So personally, I mean, I think this is a great idea. I've worked extensively on, obviously, PTSD-Repository data extraction, and then suicide prevention trials databases as we're getting that up and running. I will say we haven't looked into automated software yet in the early stages of these processes. 


And I think that's for a lot of reasons. In the database development stage, we really need to get to know the data, and the wide range of data, and how it's presented and the different studies. And so we also need to figure out how we're going to present it in a way that's usable for a variety of stakeholders who might be using the database. 


And so, I think, we, kind of, needed to do some of that work ourselves initially. That said, I think it probably would be good to look into that for a a, sort of, checks and balances system, are there things that we're missing that automated software might pick up? And as as some of the folks, it looks like Arthur Ryan mentioned to us that, and he sent a link to some open source software, which is terrific. 


Also, I think, to to aid in the, in the speed of the data extraction process later on, you can probably imagine, this process, it it takes forever. I mean, this is not a normal systematic review, this takes highly, highly trained, highly educated folks a long time to extract, and standardize the data across the studies. 


And especially as things are being developed, you need to, kind of, be thinking at the same time, not just, "What am I doing in our, in the way we have expected to standardize these data?" but how does it relate to all the data that we have from all those studies? Are there things that we're missing, "Gosh, we didn't expect this," do we need to expand our system or change our data dictionary? 


So that's partly why it takes us a while on the first phases of these projects to, to really develop the databases. So the, and and some other related questions about the software. Folks were asking what we've been using to organize the data, and the database, and how it facilitates the data extraction process? So we've been, we've been going relatively simple, and I would say, accessible above all else. 


So we looked into a bunch of different types of programs for data extraction. And actually, we're just sticking with Excel right now. Excel, when you know how to program it, is remarkably flexible. And there are things that you can do that make things a lot easier for users. 


So Steph has worked really hard to create these Excel files that have different color coded systems. So it's much easier for the data extractors to know what sections they're in, and you can have certain cells auto populate, or have drop down menus for certain cells, things like that. It's, it's definitely clunky in some ways, there's a lot of scrolling. 


We have looked at ways to – in fact, the amount of times Jessica and I have had conversations for PTSD-Repository about, does the database need to be long or wide? And for extraction, does it need to be wide? And for presentation of data with multiple arms and studies, should it be long? 


Those kinds of things, those are definitely considerations for these, these databases. I don't know, Steph, did you want to say anything else about the the types of databases that you've been using? Anything about Excel, or how it's clunky, or how it works well?

Stephanie Veazie:
Yeah I think, I mean, I think you mentioned this, Maya, that it's just, it's really flexible. And so that's, that's really why we've been using Excel, is that we can, sort of, adjust how we're entering in data for different data variables. 


And, like you said, kind of, create drop downs, if there's, like, a categorical data variable, and where there's only one of four categories that you're selecting. So that's, that's, sort of, the reason why we've used Excel, but it it is a very interesting point to to consider some other, kind of, automated options for checking.

Jessica Hamblen:
Maya, I I just wanted to add, and I'm not very familiar with this, but I I, I'm going to go look it up. That for PTSDpubs, we just recently switched to having some automation in PTSDpubs, so the National Center has two, like, three librarians that have been extracting data to create the bibliographic database. 


And and I haven't talked to the head of our Resource Center in a while about how that's been going. But my understanding is that, and this makes sense to me, that that works better for some kinds of variables than others. So it's great for year, and author, and where you, where you can tell a system exactly where to go look for a certain kind of data. But I still think that that, that they're, that people that are saying this are are right; you might be able to fill some cells very quickly. 


And then there are other things, I'm pretty confident, an automated system could not do. But anything, 300 variables, like they said, it's a lot. So anything that could start you out, and and, sort of, give you the shell, it would be great. So I'll definitely follow up with him and connect him with you guys. 

Maya O’Neil:
Yeah, I I agree with a lot – I mean, anytime anyone says anything, it's, like, "We could cut off some of the time that's needed for data abstraction," my ears perk up. So thanks for a lot of those questions and suggestions. A couple of more specific questions that we'll try to address quickly.


Some folks are asking about, if the studies are based on a general population, or only Veterans included, things like that? And this, we're including all, all studies, so general population, civilians, they're going to be, I think, Steph mentioned at some point in there that categories that we're going to be extracting for, so that people can sort by just the VA studies or civilian studies. 


And that's true for PTSD-Repository. It's true for Suicide Prevention Trials Database. So it's one of our goals. It's a key variable of interest, obviously, for the, for the VA folks to be able to to separate those out. 


Sorry, I'm having to do a little scrolling because every time a question comes in it pops me back to the top of my Q&A. So forgive me if it's taking me a second. 


Okay, there's another question about, "Is there a request that needs to be made to view the repository data beyond just signing up through SOCRATA?" So maybe, let me have Steph answer this for Suicide Prevention Trials Database, and then Jessica answer this for PTSD-Repository.

Stephanie Veazie:
Yeah so our plan is to make the data available through Excel on the SPTD website. But it's a good question, whether there should, whether we want to, sort of, have people request permission to access that data? I don't think we've really thought about that.


I know we want to make it as accessible as possible and publicly as accessible, so maybe, Jessica, if you want to touch on the PTSD-Repository? That might be a good, sort of, the direction we're going as well.

Lauren Hamblen:
So the way the PTSD-Repository is set up, you don't actually, even need to sign in through SOCRATA. Anybody can go right there, and and play with the data. The only thing that you need to do through, by making an account in SOCRATA is if you want to create a visualization, and then you want to go back, and have it still be there. 


And so you can download the data, you can look at it, you can do whatever you want with it. But if you, kind of, if you're playing within the platform, and create something that you want to save, then you have to register. And and that happens, it's an automatic process that happens quickly. 

Maya O'Neil:
Alright, we have another question here asking about, if data has been collected from Veterans who have attempted suicide, and what they would have liked to have had available to them before their attempt? So SPC person system resource; I I think this is a great example of a question, kinds of things that that we're thinking about. 


And that unfortunately, a lot of those studies might not get included in the Suicide Prevention Trials Database because this initial push is to get all of the, all of the trials in the database. So I would, my hope would be that once we have the data in the trials database, folks could take a look at what kinds of studies have been done, et cetera; looking at what has been made available to different populations.


In this case, the question is about Veterans in particular. And then it would, sort of, launch them to do some of that, some of their own research, or do literature, or reviews on some of those non-trial studies that could really be augmented by some of the trials we have in the database. 


I don't know, Lauren, or Dr. Constans, do either of you have anything you'd like to say about that question? 

Joseph Constans:
Hi, I I really don't have anything further to add to those, _____ [00:57:09] had some question as well.

Lauren Hamblen:
Yeah I would just, basically, be reiterating what you said, Maya. 

Maya O'Neil:
Okay it sounds good. Let's see, some other questions, "Will you be including ongoing trials in SPTD, or only finished ones that are, that are published on?" So so Steph, do you want to take that one? 

Stephanie Veazie:
Yeah so at this point, we're only including published trials of suicide prevention approaches. So we're not including any ongoing ones or protocols, for example.

Lauren Hamblen:
But I would, I would note that SPRINT is, does have a database developed of ongoing research and suicide prevention, ongoing trials. So check out the SPRINT website for their active projects inventory. So that's the ongoing trials, and then this trial database is going to have completed, published findings. 

Maya O'Neil:
Excellent, alright, let's see, a a couple of questions. We have a great question from Susan Strickland about studies on community-based interventions. And that, and and, Susan, that this is a terrific question, it's one we've really gone back and forth about, and are considering for later stages. 


So Lauren, are, are you okay addressing that question of Dr. Strickland's?

Lauren Hamblen:
You said community-based interventions?

Maya O'Neil:
Yeah.

Lauren Hamblen:
Right?

Maya O'Neil:
Yeah yeah, she's asking, "What about studies on community-based intervention?" So less those individually – 

Lauren Hamblen:
Yeah.

Maya O’Neil:
– Focused interventions and more interventions that – 

Lauren Hamblen:
Right.

Maya O'Neil:
– Are administered at the community level.

Lauren Hamblen:
Yeah so our hope is to have all trials included in the trial database at a certain point. So we're doing this as a phased process because we only have a certain amount of, sort of, person power, I guess, you would say, a year to extract all of this data. 


And so we had to, sort of, scope each year as a way, in a way that is feasible to complete the work within the year. So we started out with randomized controlled trials that are randomized at the individual level. And then we have plans which we're going to consult our TEP. 


We're going to consult with our TEP about, sort of, what the next, like, phases should include, and, sort of, piece things out. But we will eventually get to community-based interventions and things like that, that that are not necessarily, like, healthcare, or individually randomized trials. So we have various – 

Maya O’Neil:
And this was….

Lauren Hamblen:
– Steps, but, like towards that, like, including adolescence, and including things like that.

Maya O’Neil:
I, and I was just going to say, this is something that was really different from PTSD-Repository. It's, kind of, unique to suicide prevention trials where there are more community-based intervention. 


So it was something that we had to really consider, some of the differences between PTSD-Repository, and how we might shift that to focus on suicide prevention. I know, we're we're just at the top of the hour. Heidi, we have one, one other, additional question. Anything, is it okay if we go over by a minute?

Heidi:
Yeah, going over by a minute is just fine, yeah.

Maya O’Neil:
Alright, the one final question was about, if we expect to reach out to investigators to collect more complete data? And I'll say that this is, this is the sort of thing that we are implementing in the later stages of this project. And so, like, for PTSD-Repository, we're just starting this now in the fourth year or third phase of that project. 


Where once you have the database built up, and you have all of your data extracted, you're gonna want to reach out to the corresponding authors of those publications and say, "Hey, can you take a look? Your study's included in this database?" 


Is there anything that we have incorrectly extracted from the studies that we would want to correct in the database? And then there's also a different kind of data which is, they might say, "Yes, there's more information that's unpublished." 


And so it's important to prevent any, sort of, potential for bias or confusion about what information is in the database or not, to separate those kinds of information so if there's unpublished data, that will be probably retained in comments. And then if there are corrections, those would be made based on what the corresponding author is saying, so. 


Alright, that wraps up the questions that we have, and that's great timing. We're just one minute over so thank you so much, everyone. Heidi, I'll, I think turn it over to you to close us out.

Heidi:
Fantastic, thank you. I also, I want to thank all of the presenters for taking the time to prepare and present today. We really do appreciate all of the time that you all put into this. 


For the audience, I'm gonna close the meeting out in just a moment. Please, stick with us for a few minute, for a few moments, you will be prompted with a feedback form. Before I close it out, Steve, I just wanted to check to see if you had anything that you would like to say before we close the meeting out? Nope, you look good?

Steve:
No, I just wanted to thank the presenters and a great presentation. 

Heidi:
Exactly, thank you, everyone. Thank you, everyone, for joining us today, and we look forward to seeing you at a future HSR&D Cyberseminar. Have a great day, everyone. 

[END OF TAPE] 
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